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CERTIFIED M.UL
RET~RN RECEIPT REQUESTED

December 20, 2001

Rod D. Van de Graaf, Manager
Van de Graaf Ranches, Inc.
1691 Midvale Road
Sunny side, Washington 98944

In reply refer to Warning

Dear Nfr Van de Graaf

-Aninspection performed
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}VARN[NG LETTER

at your medicated feed mill located at 1691 Midvale Road-
Sunny side, Washington, on November 5 through 8, 2001 found significant deviations from
Current Good Nfanufacturing Practice (CGMP) regulations for Medicated Feeds [Title 21, Code
of Federal Regulations, Part 225 (21 CFR 225)]. Such deviations cause medicated feeds being
manufactured at your facility to be adulterated within the meaning of Section 501(a)(2)(B) of the
Federal Food. Drug, and Cosmetic Act (the Act).

Our investigation found the following deviations:

1. For feeds requiring an appro~-ed N[ill License for their manufacture and marketing, at least
three representative samples of medicated feed containing each drug or drug combination
used in the establishment shall be collected and assayed by an approved official method, at
periodic intervals during the calendar year. uniess otherwise specified [21 CFR
225 58(b~( 1)]. During calendar year 2001. your firm had not performed assays on ration
number 1 and ration number 20, which contain the d~g component ~

- ~ contains chlortetracyc~i ne!sulfamethazine. The last samples coilected for ~
~ was in Julv 2000 (ration number 20) and December 2000 (ration number 1).

n Y-our firm failed to investigate and document out-~>ftolerance assays performed. in calendar-.
year 1000. as rekrencea in item =i ~~oo~e, The December 2000 report for ~~s for ration
number 1 fo{[nd that the sample contained iess than ? I grams of chlortetracycline per ton of
feed ~,~hen it reportedly contained 20 grams of chlortetracyciine per ton of feed, .Aiso, your
firm did not report these ~aiiur-es to meet specifications to FDA’S Center for Veterinary>’
%ledicinea M required by 21 CFR 510.301,
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3. lro~lr f-irm failed to maintain daily inf;entoll rec{}rclsf~>rcategor} I ancl category II drugs.
\~-hich includes the following information:

● Manufacturers lot number.
. Qua&ity ofdrug on hand at the beginning and end of the workday.

. A_ncunt of~irug used.
● N&ber of batches of medicated feed made

● Records showing an accounting of medication used vs. product produced.

4. Your fir-m failed to accurately account for the quantity of drug received vs. the quantity of
finished product produced, According to your- production records for the drug ~ y-our
firm used ~ pounds. Your receiving records. including drug carried over in invento~
from calendar year 2000, showed ~ pounds This was a -pound discrepancy that
could result in sub-potent batch(s) being produced. Your- analytical finding from the
December 2000 sample tend to contlrm that you have produced at least one sub-potent batch

The abo~e is not intended to be an all-inclusive list of CGM.P violations. .As a manufacturer of
medicated and non-medicated feeds, you are responsible for assuring that your overall operation
and the products you manufacture and distribute are in compliance with the law-

YOLI should take prompt action to correct these CGNW violations. and you should establish
procedures whereby such violations do not recur, Failure to promptly correct these CGNIP
violations may result in regulatory and/or administrative sanctions. These sanctions include. but
are not limited to, seizure and/or injunction and/or notice ot’ opportunity for a hearing on a
proposal to withdraw approval of your Medicated Feed .Applications under Section
5 12(m)(4)(B)(ii) of the Act and 21 CFR 514.11 5(c)(2). This letter constitutes ofllciai notification
under the law-. Based on the result of this inspection, evaluated together with the evidence before
FDA when the Medicated Feed Applications were approved, the methods used in, or the
facilities and controls used for, the manufacture. processing, and packing of medicated feeds are
inadequate to assure and preserve the identity, strength, quality, and purity of the new animal
drugs therein. This letter notitles you of our finding and proyides you an opportunity to correct
the above deiicienc.ies.

Lrnti] the CGN~ violations have been corrected and the corrections veritled by FD.A. the Center
for L“eterinary \[edicine would not approve medicated feed applications for your facility-

YoLlr shouid lwtii’y [his office in wri[ing. wi[ilin i 5 working days ufreceipt of this letter- of the
specitlc steps VOLIhave taken to correct the noted violations Your response should include an
explanation ot’ each step being taken to correcl the CGNIP violations and prevent their
recurrence. [f corrective action cannot be comp Ieted within 15 ~~or-king davs. state the reason for
the delav and the ~ime within which the corrections wil! be completed. hwlude copies ofanv
mailable documentation demonstrating that corrections have been made.
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Rod D \’an de (&if
\“aII de Gi-aaf Ranches. ]nc.
Si-ii~ilyside.W.A
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Please send yoLir i-eply to (he Food aild Di-iig _4dnlinistratio~~. .Attention: Bmce ;Villiamsoll.
Compliance off;cei-, 2220 I 23rd 11-i~e SE. Elothell, Washingtorl !3S021 lfyou have questions
regarding any issue in this letter, please contact Nlr. Wiilialmsfjlq at (42s) 4S3-49’76.

Enclosure:

Sincerely. , ~, s ‘; -----
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Charles hf. Breen
District Director


